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DETAILED ACTION 

t ■ ■ t 

Thi{5 is the initial Office action based on the 10/804,36|) application filed on March 19, 
2004, which is a continuation of the 09/863152 application filed on May 22, 2001, now 
US Patent 6,716,207. Claims 1-18 as originally filed were cancelled by applicant, 
amended claims 19-41 are currently pending and have been considered below. 

Specification 

1 . The disclosure is objected to because of the following informalities: 

In the amendment to the specification, line 2 recites "U.S. Application Serial No. 
09/863.152 filed May 22. 2001." should be updated to read - U.S. Application Serial No. 
09/863.152 filed May 22, 2001 , now U.S. Patent No. 6,716,207. --. Appropriate 
correction is required. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact tenns as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 19-41 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 
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Claims 19-41 are drawn to a deflectable medical device shaft, where the shaft is 

t I . 

covered by |a sheath. There is no indication of a sheath in the |Darent application 
09/863152, of which the current application is a continuation of. The examiner notes 
that the only mention of a sheath in the current application is in the claims and thus the 
sheath was newly added after the original filing. 


Double Patenting 

4. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

5. Claims 19-41 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1,3,4, 5, 6, 8, and 14 of U.S. 
Patent No. 6,716,207 in view of Heaven et al (U.S. Patent No. 5,318,528). 
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With respect to claim 19, claims 1, 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
a tubular proximal sjiaft section having a proximal end and a distal endj (claim 1 , lines 3- 
4); a plurality of slits defined in the proximal shaft section (claim 1 , line 8); 
a distal shaft section attached to the proximal shaft section (claim 1 , lines 3-4), the distal 
shaft section including a braid attached to the distal end of the proximal shaft section 
(claim 8, lines 1-2). 

Patent 6.716, 206 fails to teach a sheath disposed over the proximal and distal 
shaft sections. 

Heaven et al teaches a sheath disposed over the shaft of a steerable catheter 
(column 4, lines 54-56). It would be obvious to one having ordinary skill in the art at the 
time of the applicant's invention to modify the catheter of 6,71 6,206 with the sheath of 
Heaven. The sheath reduces resistance to movement and prevents materials from 
entering the side of the device (column 4, lines 56-62) thereby improving the 
performance of the steerable catheter. 

With respect to claim 20, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 19 (see above), wherein the distal shaft section is 
deflectable (claim 1 , line 7). 

With respect to claim 21 , claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 19 (see above), whei'ein proximal shaft section has a 
longitudinal axis (claim 1 , lines 7-8) and wherein the slits are arranged generally 
perpendicular to the longitudinal axis (claim 1 , lines 8-9). 
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With respect to claim 22, claims 1, 3, 4, 5, 6, 8, and 14 of Patent 6,716.206 teach 
the medical device of claim |l9 (see above), wherein the medical device has a t[ansition 
in stiffness from the proximal shaft section to the distal shaft section (claim 1 . lines 5-6). 

With respect to claim 23, claims 1, 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 19 (see above), wherein a greater number of slits are 
disposed near the distal end of the proximal shaft section than near the proximal end of 
the proximal shaft section (claim 3, lines 2-3). 

With respect to claim 24, claims 1 ,.3, 4, 5, 6. 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 19 (see above), wherein the number of slits per unit length 
is greater near the distal end of the proximal shaft section than near the proximal end of 
the' proximal shaft section (claim 4, lines 2-3). 

With respect to claim 25, claims 1 , 3, 5, 6, 8. and 14 of Patent 6,716,206 teach 
the medical device of claim 19 (see above), wherein the slits have a first depth near the 
proximal end of the proximal shaft section and a second depth near the distal end of the 
proximal shaft section, and wherein the second depth is deeper than the first depth 
(claim 5, lines 2-4). 

With respect to claim 26, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 19 (see above), wherein the proximal shaft section is a 
nickel-titanium alloy tube (claim 14, line 2). 

With respect to claim 27, claims 1 , 3, 4. 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 19 (see above), wherein the braid partially overlaps with the 
distal end of the proximal shaft section (claim 8, lines 1-2). 
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With respect to claim 28, claims 1 , 3, 4, 5, 6, 8. and14 of Patent 6,716,206 teach 
a proximal shaft portion having a pro[(imal junction (claim 6, line 2) and a distal junction 
(claim 6, line 3); a plurality of slits defined in the proximal shaft portion (claim 1 , line 8); 
a braid attached to the distal junction and extending distally therefrom (claim 8, lines 1- 
2). 

Patent 6,716,206 fails to teach a sheath disposed over the proximal and distal 
shaft sections. 

Heaven et al teaches a sheath disposed over the shaft of a steerable catheter 
(column 4, lines 54-56). It would be obvious to one having ordinary skill in the art at the 
time of the applicant's invention to modify the catheter of 6,716,206 with the sheath of 
Heaven. The sheath reduces resistance to movement and prevents materials from 
entering the side of the device (column 4, lines 56-62) thereby improving the 
performance of the steerable catheter. 

With respect to claim 29, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 28 (see above), wherein the braid defines a distal shaft 
portion (claim 8, lines 1-2), and wherein the distal shaft portion is deflectable (claim 1, 
line 7). 

With respect to claim 30, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 28 (see above), wherein the proximal shaft portion has a 
longitudinal axis (claim 1 , lines 7-8) and wherein the slits are arranged generally 
perpendicular to the longitudinal axis (claim 1 . lines 8-9). 
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With respect to claim 31 , claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 28 (see above), \|herein the braid defines a distal shaft 
portion (claim 8, lines 1-2), and wherein the medical device has a transition in stiffness 
from the proximal shaft portion to the distal shaft portion (claim 1, lines 5-6). 

With respect to claim 32, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the inedical device of claim 28 (see above), wherein a greatei- number of slits are 
disposed near the distal junction of the proximal shaft portion than near the proximal 
junction of the proximal shaft portion (claim 3, lines 2-3). 

With respect to claim 33, claims 1, 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 28 (see above), wherein the number of slits per unit length 
is greater near the distal junction of the proximal shaft portion than near the proximal 
junction of the proximal shaft portion (claim 4, lines 2-3). 

With respect to claim 34, claims 1, 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 28 (see above), wherein the slits have a first depth near the 
proximal junction of the proximal shaft portion and a second depth near the distal 
junction of the proximal shaft portion, and wherein the second depth is deeper than the 
first depth (claim 5, lines 2-4). 

With respect to claim 35, claims 1, 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 28 (see above), wherein the proximal shaft portion is a 
nickel-titanium alloy tube (claim 14, line 2). 

With respect to claim 36, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,71 6,206 teach 
the medical device of claim 28 (see above), wherein the braid partially overlaps with the 
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distal junction of the proximal shaft portion (claim 8, lines 1-2). 

With respect to claim 37, claims 1, 3, 4, 5, 6, 8, and 14 of Patent 
6,716,206 teach a slotted tubular member (claim 1 , lines 7-8) having a proximal end 
(claim 1, line 3), a distal end (claim 1, line 4), and a longitudinal axis (claim 1, lines 7-8); 
a braid attached to the distal end of the tubular member and extending distally 
therefrom (claim 8, lines 1-2). 

Patent 6,716,206 fails to teach a sheath disposed the tubular member and the 
braid so as to define a catheter shaft. 

Heaven et al teaches a sheath disposed over the shaft of a steerable catheter 
(column 4. lines 54-56). It would be obvious to one having ordinary skill in the art at the 
time of the applicant's invention to modify the catheter of 6,716,206 with the sheath of 
Heaven. The sheath reduces resistance to movement and prevents materials from 
entering the side of the device (column 4, lines 56-62) thereby improving the 
performance of the steerable catheter. 

With respect to claim 38, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 6,716,206 teach 
the medical device of claim 37 (see above), wherein the slots defined are arranged 
generally perpendicular to the longitudinal axis (claim 1 , lines 8-9). 

With respect to claim 39, claims 1 , 3, 4, 5, 6, 8. and 14 of Patent 6,716,206 teach 
the medical device of claim 37 (see above), wherein the slots vary in number, location, 
frequency, size, or depth so that the tubular member varies in stiffness between the 
proximal end and the distal end (claim 1 , lines 10-13). 
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With respect to claim 40, claims 1 , 3, 4, 5, 6, 8, and 14 of Patent 
6,716,206 ^0 teach a catheter shaft including a proximal shaft portion (claim 1, line 3), 
and a distal shaft portion (claim 1 , line 4); the proximal shaft portion having a proximal 
end, a distal end, a longitudinal axis (claim 1 , lines 7-8), and a plurality of slots defined 
therein that are arranged generally perpendicular to the longitudinal axis (claim 1 , lines 
8-9); the distal shaft portion including a braid that is attached to and partially overlaps 
with the distal end of the proximal shaft portion and extends distally from the distal end 
of the proximal shaft portion (claim 8, lines 1-2). 

Patent 6,716,206 fails to teach a sheath disposed over the catheter shaft. 

Heaven et al teaches a sheath disposed over the shaft of a steerable catheter 
(column 4, lines 54-56). It would be obvious to one having ordinary skill in the art at the 
time of the applicant's invention to modify the catheter of 6,716,206 with the sheath of 
Heaven. The sheath reduces resistance to movement and prevents materials from 
entering the side of the device (column 4, lines 56-62) thereby improving the 
performance of the steerable catheter. 

With respect to claim 41 , claims 1 , 3, 4, 5, 6. 8, and 14 of Patent 6.71 6,206 teach 
the medical device of claim 40 (see above), wherein the slots vary in number (claim 1 , 
line 10), location (claim 1, line 10), frequency (claim 1, line 11), size (claim 1, line 12), 
or depth (claim 1, line 12), so that the proximal shaft portion varies in stiffness (claim 1, 
line 13), between the proximal end and the distal end (claim 1 , lines 5-6). 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which fonns th^ basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 19-22. 26. 29, 37, 38. 40 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Qin et al (US Patent 6,251 ,092) in view of Donadio III et al (US 
Patent 5.741 .429), and in further view of Heaven et al (US Patent 5,318,528). 

With respect to claim 19, Qin et al teach a tubular proximal shaft section having a 
proximal end and a distal end (column 6, lines 48-49), and a distal shaft section 
attached to the proximal shaft section (column 6, lines 48-49), and a braided metal shaft 
(column 2, line 51). 

Qin fails to teach a shaft section containing slits, or a sheath over the shaft of the 

cather. 

Donadio III et al teach a plurality of slits for making a tube more flexible 
(abstract). . 

Heaven et al teaches a sheath disposed over the shaft of a steerable catheter 
(column 4, lines 54-56). 

With respect to claim 20, Qin teaches a catheter wherein the distal shaft section 
is deflectable (column 2, line 27). 

With respect to claim 21 , Qin teaches that the proximal shaft section has a 
longitudinal axis (column 6, line 52). 
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Donadio teaches that slits are arranged generally perpendicular to the 
longitudinal axis (figure 17 (^2)). | 

With respect to claim 22, Qin teaches that there is a transition in stiffness from 
the proximal shaft section to the distal shaft section (claim 1 , lines 5-6). 

With respect to claim 26, Qin teaches a proximal shaft section to be a nickel- 
titanium alloy tube (NITINOL) (column 2, line 57). 

With respect to claim 37, Qin teaches a metal braid attached to the distal end of 
the tubular member (column 2, lines 50-54). 

Donadio III et al teach a slotted tubular member having a proximal end, a distal 
end, and a longitudinal axis (figure 17). 

With respect to claim 38, Donadio III et al teach that the slots defined are 
arranged generally perpendicular to the longitudinal axis (figure 17 (52)). 

With respect to claim 40, Qin teaches a catheter shaft including a proximal 
shaft portion, and a distal shaft portion; the proximal shaft portion having a proximal 
end, a distal end, a longitudinal axis (see above), and a the distal shaft portion including 
a braid that is attached to and partially overlaps with the distal end of the proximal shaft 
portion and extends distally from the distal end of the proximal shaft portion (see 
above). 

Donadio III et al teach a plurality of slots defined therein that are arranged 
generally perpendicular to the longitudinal axis (figure 17, (52)). 

Heaven et al teaches a sheath disposed over the shaft of a steerable catheter 
(column 4, lines 54-56). 
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It would be obvious to one having ordinary skill in the art at the time of the 
applicant's invention to modify the c|itheter of Qin with the slits of Donadio III et al to 
increase flexibility in the catheter. Futher, it would have been obvious to improve the 
cather with the sheath of Heaven. The sheath reduces resistance to movement and 
prevents materials from entering the side of the device (column 4, lines 56-62) thereby 
improving the performance of the steerable catheter. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aarti Bhatia whose telephone number is (571) 270- 
5033. The examiner can normally be reached on Monday-Thursday 7:30am -5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Del Sole can be reached on (571) 272-1 130. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 


273-8300. 



JOSEPH DEL SOLE 
SUPERVISORY PATENT EXAMINER 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAjp) system. Status infomnation for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infonnation for unpublished applications is available through Private PAIR only. 
For more infomnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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